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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address- 

AN ciaims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included 
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS 
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative 
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308. 

1 . □ This communication is responsive to . 

2. The allowed claim(s) is/are 1-38 and 44 . 

3. [3 The drawings filed on 9/24/03 are accepted by the Examiner. 

4. D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a) □ All b) □ Some* c) □ None of the: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No, . . 

3. □ Copies of the certified copies of the priority documents have been received in this national stage application from the 

International Bureau (PCT Rule 17.2(a)). 
* Certified copies not received: . 

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements 
noted below. Failure to timely comply will result in ABANDONMENT of this application. 
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE. 

5. □ A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER'S AMENDMENT or NOTICE OF 

INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration is deficient. 

6. □ CORRECTED DRAWINGS ( as "replacement sheets") must be submitted. 

(a) □ including changes required by the Notice of Draftsperson's Patent Drawing Review ( PTO-948) attached 

1 ) □ hereto or 2) □ to Paper NoVMail Date , 

(b) □ including changes required by the attached Examiner's Amendment / Comment or in the Office action of 

Paper No./Mail Date 

Identifying indicia such as the application number (see 37 CFR 1.84(c)) should be written on the drawings in the front (not the back) of 
each sheet. Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d). 

7. □ DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the 

attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL. 



Attachment(s) 

1 . □ Notice of References Cited (PTO-892) 5, □ Notice of Informal Patent Application (PTO-1 52) 

2. □ Notice of Draftperson's Patent Drawing Review (PTO-948) 6. □ Interview Summary (PTO-41 3), 

Paper No./Mail Date . 

3. M Information Disclosure Statements (PTO-1449 or PTO/SB/08), 7. [3 Examiner's Amendment/Comment 

Paper No./Mail Date 3/15/04.2/12/04.2/ 1/^ 

4. □ Examiner's Comment Regarding Requirement for Deposit 8. 13 Examiner's Statement of Reasons for Allowance 

of Biological Material 9. □ Other . 
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DETAILED ACTION 
Specification 

The numbering of claims is not in accordance with 37 CFR 1.126 which requires the 
original numbering of the claims to be preserved throughout the prosecution. When claims are 
canceled, the remaining claims must not be renumbered. When new claims are presented, they 
must be numbered consecutively beginning with the number next following the highest 
numbered claims previously presented (whether entered or not). 

Misnumbered claims 40-46 have been renumbered 39-45. 

Election/Restrictions 

1 . Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 1-38 and 44, drawn to a Factor VII polypeptide, classified in class 530, 
subclass 350. 

II. Claims 39-43, drawn to polynucleotide, host cell and method of making protein, 
classified in class 435, subclass 69.1. 

III. Claims 45, drawn to a method of treating a bleeding disorder, classified in class 
514, subclass 2, 

2. The inventions are distinct, each from the other because of the following reasons: 
The nucleic acids of invention II are related to the protein of invention I by virtue of 

encoding same, The DNA molecule has utility for the recombinant production of the protein in a 
host cell, as recited in the claims of invention II. Although the DNA molecule and protein are 
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related since the DNA encodes the specifically claimed protein, they are distinct inventions 
because the protein product can be made by another and materially different process, such as by 
synthetic peptide synthesis or purification from the natural source. Further, the DNA may be 
used for processes other than the production of the protein, such as nucleic acid hybridization 
assay. Thus, they can be unconnected in use and operation. 

Inventions I and III are related as product and process of use. The inventions can be 
shown to be distinct if either or both of the following can be shown: (1) the process for using the 
product as claimed can be practiced with another materially different product or (2) the product 
as claimed can be used in a materially different process of using that product (MPEP 
§ 806.05(h)). In the instant case, the polypeptides of invention I can be used in a materially 
different process such as generating antibodies, for example. 

The product of invention II is not used in the method of invention III. Therefore, 
invention II is patentably distinct from invention III. 

3. Because these inventions are distinct for the reasons given above and the search required 
for Group I is not required for Groups II and III, restriction for examination purposes as 
indicated is proper. 

4. The examiner has required restriction between product and process claims. Where applicant 
elects claims directed to the product, and a product claim is subsequently found allowable, withdrawn 
process claims that depend from or otherwise include all the limitations of the allowable product claim 
will be rejoined in accordance with the provisions of MPEP § 821 .04. Process claims that depend 
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from or otherwise include all the limitations of the patentable product will be entered as a matter 
of right if the amendment is presented prior to final rejection or allowance, whichever is earlier. 
Amendments submitted after final rejection are governed by 37 CFR 1.116; amendments submitted 
after allowance are governed by 37 CFR 1 312. In the event of rejoinder, the requirement for 
restriction between the product claims and the rejoined process claims will be withdrawn, and the 
rejoined process claims will be fully examined for patentability in accordance with 37 CFR 1.104. 
Thus, to be allowable, the rejoined claims must meet all criteria for patentability including the 
requirements of 35 U.S.C. 101, 102, 103, and 112. Until an elected product claim is found allowable, 
an otherwise proper restriction requirement between product claims and process claims may be 
maintained. Withdrawn process claims that are not commensurate in scope with an allowed product 
claim will not be rejoined. See "Guidance on Treatment of Product and Process Claims in light of In 
re Ochiai In reBrouwer and 35 U.S.C. § 103(b)," 1 184 O.G. 86 (March 26, 1996). Additionally, in 
order to retain the right to rejoinder in accordance with the above policy, Applicant is advised that the 
process claims should be amended during prosecution either to maintain dependency on the product 
claims or to otherwise include the limitations of the product claims, Failure to do so may result in a 
loss of the right to rejoinder* Further, note that the prohibition against double patenting rejections of 
35 U.S.C. 121 does not apply where the restriction requirement is withdrawn by the examiner before 
the patent issues, See MPEP § 804.01. 

5. During a telephone conversation with Reza Green on August 18, 2004 a provisional 
election was made with traverse to prosecute the invention of I, claims 1-38 and 45. 
Affirmation of this election must be made by applicant in replying to this Office action. Claims 
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39-44 and 46 are withdrawn from further consideration by the examiner, 37 CFR L 142(b), as 
being drawn to a non-elected invention. 



EXAMINER'S AMENDMENT 

6. An examiner's amendment to the record appears below. Should the changes and/or 
additions be unacceptable to applicant, an amendment may be filed as provided by 37 CFR 
1.312. To ensure consideration of such an amendment, it MUST be submitted no later than the 
payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview with 
Reza Green on September 15, 2004. 

7. The application has been amended as follows: 
Claims 39-43 and 45 are cancelled. 

Claim 1 1 (Amended). The Factor VII polypeptide according to claim 1, further 
comprising at least one additional substitution at an amino acid residue in the protease 
domain, wherein said residue has been replaced with any other amino acid , and wherein 
the ratio between the activity of said Factor VII polypeptide and the activity of the native 
Factor Vila polypeptide shown in SEP ID NO:l is at least 1.25 . 



Claim 34 (Amended). The Factor VII polypeptide according to claim 1, wherein the ratio 
between the activity of said Factor VII polypeptide and the activity of the native Factor 
Vila polypeptide shown in SEQ ID NO:l is at least about 1,25, 
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Reasons fat Allowance 

8, The following is an examiner's statement of reasons for allowance: The applicant has 
claimed a Factor VII polypeptide comprising a subtitution at F374 and another at either of 
positions L305, S314, K157, D334, S336, V158, E296 or M298. A standard search did not 
produce any prior art that suggests or teaches the claimed invention. Thus, the claimed invention 
is novel and nonobvious over the prior art. 

Any comments considered necessary by applicant must be submitted no later than the 
payment of the issue fee and, to avoid processing delays, should preferably accompany the issue 
fee. Such submissions should be clearly labeled "Comments on Statement of Reasons for 
Allowance." 

Conclusion 

9. Claims 1-38 and 44 are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sheridan K Snedden whose telephone number is (703) 305-4843. 
The examiner can normally be reached on Monday - Friday, 8:30 AM to 5;00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on (571) 272-0925, The fax phone number for regular 
communications to the organization where this application or proceeding is assigned is (703) 
872-9306. 
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Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 



SKS ^ G^ou(P^ 

September 15,2004 J 

KAREN COCHRANE CARLSON PH I) 
PRIMARY EXAMINER 



